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DETAILED ACTION 
, a..s>.3a,epen.„sin.e.ns.a„.app«oa«on. MH. amendmen. .a 

.....a...— . — ...eaee..— 

M..e.o.„o.— .a....^. 
;:....e..a....—e .eco.p.e..^^^^ 
AppUcation. Response to AppUcan.s a.,u»e„. Mow. T.S aeUon .s PINAL. 

, ^e..o..osese...o.™,e3.aS.Coae„o. — .*>sa..„ean.e.o^^ 

in a prior Office action. 

aa/m Rejections - 35 USC § 112 

■ . ,er35USC 112, first paragraph, because the specification, 
3 Claimsl-23arerejectedunder35U.S.Uii , 

..e...e„a....a.e.oao. — a. — o.e.^^^ 

.e.a.ee.a„...e,-.o.-.^ 

„sa„. — eeUs.oes.Ueaso-.p..aee— 

,„,.„o.as.....a„.ca„ee..X.espee,«o..e^ 
,,,,,.......pe..s,o.w.«.c....os»ea,.— .0.^^ 

invention eommensurate in scope wift these claims. 
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_.veo— .e.,a.ec....,-.o.-e.a.. — — 

..........^^^^^^^^^^ 

..^..^...^^^^^^^^^^ 

.a.. — OO.va.es.a.e«*a„p.^..w.c..o..^ 

4 9 14 and 18 occurred in about 50% oftheU.mors from 
sequences from chromosomes 1,4, 9, 14, ana 

losses in different chromosomes. 

,.arr.unpred.c*asrode— .clm.c.ou.omeofan.carrcer.Vo..^^^^ 

,.ndsl„OeneUcs,,993,™..9,ppl3S-141)reac.s.aUacb.nd.«c.cerarlses.^^ 

,sin,em.aUon,bu.rom.eaccumula«onofsevera,mu«lonsCp..3S,col,,.lne.9.a, 

V„.ls.eln.eacbes.b.3,o.Warere,u.redforc.cer..orm,.d..rbeseb.^^^^^^^^^^^ 
_„._,.epararecelMurbecauseeac.cancerappearsroar.sefroma.me.^^ 

^„,„,„,,s.orel.el.banbe.represemse.enrlalm-onso..o^ 
l,,....and.pro.n.(p.l3S,co,.l,.napara,Vo.e.cm.r.erreacbcs..nora 

j.rlonsofonco.nesca.ene.oseac..leadsroen.ancedcell.o...ll^^^^ 
..„s,su.es..n..afceUsba.eevoWedse.ra..ro.bcon.ro,c.rcn.andfbafmore.ban^ 
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.,,,Vo.e,.e.<«.eneac.es.a.*e«nu,.env— can — ^ 

■■ < 1.Q nnll mran Vogelstein also teaches an example of a 
required for tumorigenicity (p. 139, col. 2, para l> v g 

.,.a.o..e„...»u.o...fo,e.a„c.«.Vo.ae..ea..^ 
,_,ce„.aUa„ce..o.e.o„o.HPV— cen.o*e.^^^ 
..a.o„a.H.>„.en.„o.,eUae„.«eaCpU0,co,.2,..p.a,T.us*e— ^ 
V„,e>s.e.n,us«e.eunp— .o..ea...ow.aHs.o™a.ouU.^ 

different cancers. 

Wo«,.aseao„.e.aaof,u..ee.o«.hespec.ca.o„ana.Heu„^^^^^^^^^^^^^ 

,.e«ce*e— Mhe«e.a«Ua„wouMHave.pe*™,a-.»e.un„.^ 
,,e„.w.*™a„V — .VPesofcance.. — aGOP«i.cnn.c.o.».. 

.e^ou.of«pe— o„.„oU„anaontse.fnece....u„aue. 
.«an.a„.op.ae«ce*e— nwo.a.e.p,e.w>*..anae.o.a„.*e.es.^^^ 

suchastudyareu„predKtab,e,musco„stituti„g»dueexperime„tat^^^ 

4 Therespo„se.raverseso„.hefoUowi„ggrounds.The,espo„se„aversesthatthe 
.pee«ca.on.acHesa™e«.HaUa„.e.s..«e™.e*e..ica.^ 
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„„,,„.«.e..e..ca„ce...e.so..^^^^^ 
,....a.o..,e.ae.ase.e...we„.o™..e.a„.«.e.pe— ^ 
.a..«e.„ua„ee.Have.eenfouna.possess — .>ns..>osses.^ 

„es.Usun.e.c*..«apoMe.aU.e..Us.... 
,,.a.oco.o.cta. ca.ce.w.Ubean.o.o.sw.*an..peof cancer. Porexample^e 

3pec,f,ca.o„.eacHes(p23)„eUHcr.a.so.c— e8ornwereeve„.sp.^^^^ 
„e^..sbuUopreceaeit,wH,cc.o— 4>osses»ac— easainswere 

.,„„assoc.ea.*e— ic.a..P— 
(„cU.c.o.c„.e*a„— ..especmcaUonha^^ 
„e4...e.oa™.s„™va.o.rU.e,.o«.er.espec— 
....e.ers..»c— e....soa3— .U.-acU.ca,o.co^^^ 
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„.leiea.a3.cens.Ho«eve.asexe.pU«e....heteacH„,sin*espe«^^ 

e,a„,esMua...ofee..spec..c—e sa.eassoe>.eaw.tHo„ecU.c^^ 
.M.eo.he,ch.sesi„othe.specif.c—es a.eassocia.edwithadiffe.e„.c^^^^^^^ 
outcome. Such results are unpredictable, and a.e a property of a specific cancer. The 
specincationdocsnotpr„videapredic,aUecorrelationsuchthatthes*dar.isancouldapplv 

general ntethodtoan, cancer withoutre,uirin.tr,a,anderror.Theresultsofsuchanana,s,s 
.eunprcdictah.einUshtof.hetcach.gsin,hea«andthespecificatio„andareconsidered 
undue. Thebro*cl.»edi„ventionisa„.nvWontoe.peri.ent..heresu,.sor.h,chare 

unpredictable. 

T^eresponsc also traversesthatapplicantdisa^eeswiththeassertionlntheoffice aeon 
...to practice the inventionthesldlledar.isanwo„ldhavetoperfom.astud.nreasurin,.he 
OOP ofpatients^ithmanydifferenttypesofcancerstocorrelateaGDPwrthaclinical outcome 
a„athataGDF«asco,re,atedtoaclin.caloutcon,eofcol„recta, cancer withoutre,uirinsa 
aeterrninationofGDP forpatientswithnranydifferentt^esof cancers. This arsunrenth^heen 
thorou^„reviewedhutwasfoundt.persuasive.Fnstl.withrespec.toGOP,the specification 
teaches specificsainsa„dlossesofspecificchro„osonresandlin.a.eto — (fi,. 6), 
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.e.Ha — — spe.ScOOPva.uesa„.o..^eso.ca..,.cHasc.^^^^ 
.e.,p™s.a.e,e.e.T.e..„s...os.sofspec..c— ...M.^ 
,ee.,c.ocolo.e.Ua„ee.a„ds„chpa«e™sof.i„san..osses.o„o.necess.n..^^^^^^ 

*ecU„>ca,o..o.e..a„.ea„ce..aseao„,u—^ 
..s~oanc.ousa„.no„ca„c«o..ns,.o«ev..e.ee.^^^^^ 
...e.a...c„,o„ea„c..U.u„p.*..eas.*eo.co»eo.a-a.-^^^^ 
,„,.easUa„o.fo.exa»ple,a.<.sucha„a„a,siswou.d.,u.e..a,-e™.wHch. 

considered undue. 

The response also«averses that the unpredictability forca„ce.diag„osisa«e,ed,y 
„d.yV„.istei„isnon-a.a.o.oustothec.ai.edntethodsas.y...ed.^^^^^^^^^^^ 
,„«„,apa«icu.arn,-onoreo.h.ationo.— invotvedinap^^^^^ 
„otre,eva„t.othee,ai»edn.e.odsheca.se.hec,ai.ed»ethodsd„notre,uire— .of 

,.rt,cu.arse„.TMsar^e„.hasheenthoro„sh.y — hutwasfound^^^^^^^^^^^ 
.,eVo.e,ste.nre.renoewaseitedasaseneraire.renee.„showtheunp— tyta^^^ 
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,e.spo„.Heforco,o.ctaUancen.a„fo.ce„ic.ca„e.foM„s.ance.GWe. 

.avebeenfou„d.opossess«sa.sa„d.ossesto~ch.o— 
...on*.su.h..sh.bed„eto*e>ossofspecmcdiseaseassocia.e.,^^^^^ 
.a.n,app.en„o.es««eaa.isa„«,ains.d,osses.nee«.„—e s,no„e«^ 

ea„e.cou.„o.ne—beex.apo,a..toa — cancel.:— ^ 
o.e™oaUa„c.,P— ,.isu„p..c*as.ow.e.e.acena.^ 

— fon.ta„ce,cou,aa.so.euse..o— e.ea^^ 
„He.H.ap.a,c* — ca„eve„.ero..w.*.ce«.nGDP value a„.b.^^^ 

„Ua„c._(wh.h«.especmca.o„does„ot.each,.^^^ 

« fnrpxamole Therefore, the rejection under 35 use 
likeUhood of breast cancer recurrence, for example. 

1 12/lst paragraph is maintained. 

Conclusion 

5. THISACTION.SMADEr,NAL.App,icantisre»indedof.heex,ensio„of.i,ne 
policy as set forth in 37 CFR1.136(a). 
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A shortened statutory 



period for reply to this final action is set to expire THREE 



MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHSofthemailingdateofthis final action and the advisory aetionis not mailed until after 

the endofthe THREE-MONTH shortened statutory period..hen,he shortened statutory period 

„„, expire on the date the advisory action is mailed, andany extension fee pursuant to 37 

CFR 1 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, wm the statutory period for reply expire later thanSDCMONTHS from «.e mailing date 

ofthis final action. 



6 No claims are allowable. 

7 Anyinquiryconcemingthrscommunicationorearliercommunicationsfromtheexaminer 
shouldbe directed to examiner JehanneSouaya Whose telephonenumber is (703,30B-6565. The 

examiner cannormally be reachedMonday-Tl,ursdayfrom7:30 AM to6:00PM. 

If attempts to reach the examiner by telephone are unsuccessfiti, the examine^ssupervtsor. 

Gary Jones, can be reached on (703)308-1152. The fax phone number forthis Group is (703) 
305-3014. 

Any inquiry of a general nature should be directed to the Group receptionist whose 
telephone number is (703) 308-0196. 
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